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Sterile Manufacturing Value
Stream Map Example

Supply
Chain/Vendor Operations g:rsvt&?er
Management
Suppliers (Glass, L
ot Global Distribution
stoppers, API, etc.,)
Scheduling
L.I L.'
Planned 1% Daily
Shipments
m—— pm—
C/0 (min) C/0 (min) C/0 (min) C/0 (min C/0 (min)
Shifts | Shifts ____Shifts Shifts Shifts
| Uptime (%) Uptime (%) Uptime (%) Uptime (%) Uptime (%}
»| Cycle Time —>/ ¥ | Cycle Time |—> > Cycle Time —> \ > Cycle Time —> > Cycle Time
|nventery [mventary |mventary |nventary Inventory
(s} 120 (hrs) 31 {hrs) 15 (s} 18 {hrs) 0.5
Sterile Fill Inspection Labelling Packaging QC & Final Release mm
|_C/0 (min) |_C/0 (min) |_C/0 (min C/0 (min |_C/0 {min |_C/0 (min)
! Shifts Shifts Shifts Shifts Shifts Shifts
Uptime (%) Uptime (%] Uptime {%) Uptime (%) Uptime {%) Uptime (%)
\ > Cycle Time —> > Cycle Time —> \ > Cycle Time — \ > Cycle Time —> Y > Cycle Time —> \ > Cycle Time
|nventery Inventary Invantory |nventory |nventory Inventory
{hrs) 7.7 {hrsh a7 {hrs) 8.3 {hrs) 136 hrs) 95 {hrs) 78,8

Figure 6.2-1 Example of a Typical Value Stream Map (VSM)
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potential sources

List of drug shortage risks and

* Drug Shortage Risk Register

Which patient population
could be impacted? How?

2. Assess
Impact

5. Review & Drug Shortage

What risk-indicating triggers will
ensure ongoing monitoring, e.g.

* new product indication
* new market approval

« approval of a new alternate
product or new unlicensed
product

* shortage of an alternate
product

* new risks to product quality/
availability

* shutdown of a facility or
withdrawal of GMP certificate

» ¥ below inventory/safety
stock level targets

* AN usage volumes

Prevention &
Response Plan

Monitor

3. Control
Plan

4, Communication
Plan

+  Appropriate inventory and safety stock manegement
*  Multi site sourcing with higher manufactunng capacity reserves

+  Supplier managament contrals (see sec, 5,4 of TR34)

+  Supply chain/transportation [ine security, business continuity and

+  Extended Value Stream Mapping (VM)

What E2E controls will be implemented
to enable

* prevention of shortages
» proactive “resilience and flexibility”

* “return to normal operations” in the
event of a shortage

communication plan

What, who, when and how, e.g.

* HAs: visibility to Drug Shortage Risk Register,
E2E control plan, and risk-indicating triggers

«  Consider multi site sourcing

* V'alue Stream Mapping (VSM)

*  Proactive inventory management

+  Process capability and robustness exercised {with Ouality Metrics)

*  Generally accepted risk level

Figure 7,.0-1 Developing and Maintaining a Drug Shortage Prevention and Response Plan
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